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PRVNI DODATEK KE SMLOUVE O
POSTMARKETINGOVE OBSERVACNI STUDII

Tento prvni dodatek (,Dodatek”) ke Smlouvé o
postmarketingové observaéni studii (,Smlouva”),
uzaviené ke dni 17. 3. 2020 mezi AbbVie, s. r. 0.,
Metronom Business Center, Bucharova 2817/13,
Stodillky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zapsané v obchodnim
rejstiiku vedeném Méstskym soudem v Praze, oddil C,
viozka 183123, zastoupené jednatelem MUDr.
Branislavem Trutzem (,AbbVie”) a Nemocnice Ceské
Budéjovice, a.s., se sidlem B. Némcové 585/54, 370
01 Ceské Budgjovice, IC: 260 68877, DIC:
CZ26068877, pro acely DPH DIC: CZ699005400,
zastoupenou

enstva, a
Clenem predstavenstva
(,Zdravotnické zarizeni') v souvislosti
s postmarketingovou observaéni studii (,Studie”

kterou provadi ﬂ
Kozniho oddéleni Nemocnice Ceské Budgjovice, a.s.,
Bozeny Némcové 54, 370 87 Ceské Budgéjovice, Ceska-

republika (,Zkousejici‘) v souvislosti s produktem
spoleénosti  AbbVie SKYRIZI (Risankizumab)
(.Produkt‘) podle Protokolu Studie ¢&é. P19-377
S nazvem

»Mezindrodni, prospektivni, observacni, kohortni
studie u pacientd se stredné téZkou aZ téZkou
chronickou loZiskovou psoridzou (VALUE)“

S ohledem na fadné pInéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouvu nasledovné:

1. Rozpoget stanoveny v Pfiloze A Smlouvy — Piehled
rozpoCtu a platebni harmonogram se rusi v celém
svém rozsahu a nahrazuje se priloZzenou Prfilohou A —
Prehled rozpoctu a platebni harmonogram.

2. V&. 7 pis

m. a) Smlouvy se slova:_
nahrazuji slovy:

Pojmy, jez zde nejsou definovany jinak, maji stejny
vyznam, ktery je jim pfipisovan ve Smlouvé. Kromé
podminek, které se vyslovné zménily timto Dodatkem,
zGstavaji vSechny ostatni podminky této Smlouvy
v pIné platnosti a i€innosti b&éhem trvani této Smlouvy.

Smluvni strany se dohodly, Ze v rozsahu, v jakém je
pozadovano pfislusnymi pravnimi predpisy, zejména
zékonem Ceské republiky & 340/2015 Sb., o registru
smluv, bude tento Dodatek uvefejnén ve verejném

FIRST AMENDMENT TO THE POST-MARKETING
OBSERVATIONAL STUDY AGREEMENT

First Amendment (the “Amendment”) to that certain
Post-marketing Observational Study Agreement (the
“Agreement”), signed on 17 March 2020, concluded
between AbbVie, s.r.o., Metronom Business Center,
Bucharova 2817/13, Stodiilky, 158 00 Praha 5, Czech
Republic, ID: 24148725, VAT ID: CZ24148725,
registered by Municipal Court in Prague in Commercial
Companies Registry in Section C, inlet 183123,
represented by Branislav Trutz, MD, General Manager
and Executive ("AbbVie") and Nemocnice Ceské
Budéjovice, a.s., located at B. Némcové 585/54, 370
01 Ceské Bud&jovice, ID: 260 68877, VAT ID:

CZ26068877, for
represented by
Chairman of board of directors and

Member of the board of directors (the
“Institution”) to provide services in relation to a Post-
Marketing Ob i ¢ : i

erformed b

ermatology Depariment, Nemocnice
Ceské Budgjovice, a.s., Bozeny Némcové 54, 370 87
Ceské Budgjovice, Czech Republic (“Investigator”) in
relation to SKYRIZI (Risankizumab) (the “Product”) in
accordance with the Protocol No. P19-377 entitled

“Multi-Country Prospective ObserVAtional Cohort
Study of Patients with Moderate to Severe Chronic
PlaqUE Psoriasis (VALUE)”

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. The Budget set forth in Exhibit A of the Agreement

- Budget Summary and Payment Schedule of the

Agreement shall be deleted in its entirety and replaced

with the attached Exhibit A - Budget Summary and

Payment Schedule.

2. In Section 7, point a) of Agreement words:-
are replaced by the words

Terms not otherwise defined herein shall have the
meanings ascribed to such terms in the Agreement.
Except as specifically amended by this Amendment, all
other terms and conditions of the Agreement shall
continue in full force and effect during the term of the
Agreement.

Parties hereby agreed, that within the scope stipulated
by applicable legal regulations, including but not limited
to, Act of Czech Republic no. 340/2015 Coll., on

Contracts Registry, this Amendment shall be published
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registru smiuv.

NA DUKAZ GEHOZ kasdd smluvni

uvedia tuto smlouvu v platnost svym podpisem.

AbbVie s.r.o
By/Podepsal:

Name/Jméno

Title/Funkce: Director

Date/Datum: 7 % Zlx 7

strana | IN WITNESS WHEREOF, each of the parties has
prostfednictvim svych Fadné zmocnénych zastupcll | caused this Amendment to be executed by its

in public contracts registry.

authorized representative in its name and on its behalf.

Nemocnice ¢

By/Podepsal:
Name/Jméno

Title/Funkce: Chairman of board of Directors /
predseda pfedstavenstva

Date/Datum:

Nemocnice

By/Podepsal:

Name/Jméno:

Title/Funkce: Member of board of Directors / élen
predstavenstva

Date/Datum:

| have read this Amendment and acknowledge
the obligations in the Amendment.

Tento Dodatek jsem si precetl a uznava
zavazky z né i

Title/Funkce: nvestigator/  Hlavni
zkousejici

Date/Datum:
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EXHIBIT A
PROVIDER OF MEDICAL SERvIC

ICES - a| amounts listed below are stated without VAT




Nemocnice Ceské Budéjovice, a.s.
21 Dec 2020

Protocol P19-377, VALUE

CONFIDENTIAL
Document Name: Czech Republic AbbVie PMOS 1 Agreement per Site AMD No 1 VALUE p19-377 | | I 21022 o Mcn
Page 4 of 8



Nemocnice Eeske Budéjovice, a.s,
Protocol P1 9377, VALUE

21 Dec 2020

) PRILOHA A
ROZPOCET - POSKYTOVATEL ZDRAVOTNICH

SLUZEB - veskers niZe uvedené

Document Na
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